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Art Unit: 3762 

DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

2. Claims 9-15 stand rejected under 35 U.S.C. 102(e) as being anticipated by 
Amely-Velez et al. (US Patent 6,535,765 hereinafter Velez'765). 

Regarding claims 9 and 10, Velez'765 discloses a method of confirming the 
presence or absence of programmable memory, loading an operation instruction from 
the programmable memory if it is present, and loading an operation instruction from a 
non-programmable memory if it is not (column 8, lines 6-25). 

Regarding claims 11-15, Velez'765 discloses an implantable 
cardioverter/defibrillator including a physiologic sensor (column 6, lines 20-62; Figure 1) 
comprising a processor (microcontroller 60); a non-programmable, non-volatile memory 
circuit and module (ABSTRACT; column 2, lines 52-55); a connector element 
(data/address bus 96) configured to couple to a programmable non-volatile memory 
module (column 2, lines 42-55; column 4, lines 46-56); and a detector circuit configured 
to detect a presence or absence of the programmable non-volatile memory (column 7, 
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lines 6-14; column 8, lines 6-25); wherein the programmable non-volatile memory 
comprises flash memory or EEPROM (column 9, lines 19-24). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 1-4, 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Velez765. 

Regarding claims 1-3, Velez765 discloses a method comprising providing a first 
model of an implantable medical device (IMD) including a non-programmable non- 
volatile memory and a programmable non-volatile memory (Fig. 3, step 200; column 2, 
lines 42-55; column 4, lines 46-56) and providing a subsequent model derived from the 
first, wherein the subsequent model excludes the programmable non-volatile memory 
(Fig. 3, step 204; column 1 , lines 62-67; column 3, lines 2-3); 

It is noted that the limitation of excluding or not including the programmable non- 
volatile memory does not distinguish over the prior art. The claim language "does not 
include" does not require the physical removal of the RAM unit, but merely a state in 
which the RAM is not used to deliver operating instructions to the device. Therefore to 
"not include" the programmable memory can be achieved by not considering any 
instructions from the programmable sectors — effectively the microprocessor does not 
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read from RAM in the subsequent model, as is the case in Velez'765 (column 7, lines 
32-63). It would have been within the skill of the art to substitute the software "blanking" 
of the RAM memory unit with a physical removal of the programmable non-volatile 
memory as claimed in the current application, since they are alternate equivalents and it 
has generally been held to be within the skill level of the art to substitute alternate 
equivalent expedients. Furthermore, omission of an element and its function is obvious 
when the function of the element is not desired (Ex parte Wu, 10 USPQ 2031 (Bd. Pat. 
App. & Inter. 1989); In re Kuhle, 526 F.2d 553, 188 USPQ 7 (CCPA 1975)). In this 
case, to not include the RAM module in the second product phase, whether by physical 
removal or by not using operating instructions stored within the RAM module that is still 
present is an obvious expedient when the RAM module is not desired. 

Regarding claims 2-4, Velez'765 discloses the method as previously recited, 
wherein the programmable non-volatile memory comprises flash memory or EEPROM 
(column 9, lines 19-24) and stores operation instructions in the first model (Fig. 3, step 
202) column 2, line 66 through column 3, line 5); wherein the non-programmable non- 
volatile memory comprises ROM (ABSTRACT; column 2, lines 52-55) 

Regarding claim 7, Velez'765 discloses a detector circuit configured to detect a 
presence or absence of the programmable non-volatile memory (column 7, lines 6-14; 
column 8, lines 6-25). 

Regarding claim 8, Velez'765 discloses that the non-programmable non-volatile 
memory in the second model stores at least one operation instruction stored in the 
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programmable non-volatile memory of the first model (column 7, lines 37-46; column 9, 
lines 34-45). 

5. Claims 5-6 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
Velez'765 in view of Admitted Prior Art (Admission). 

Regarding claims 5-6, Velez765 discloses the invention substantially as claimed 
except that the stabilization period between providing the first and second models 
comprises ninety days to one year. Admission teaches that the stabilization period for a 
typical implantable device is about ninety days to 3 three years (paragraph [23]). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time of the 
invention to establish a 90 day to one year stabilization period between programming 
the first model of the Velez765 device and reprogramming (providing) the subsequent 
model. 

Response to Arguments 

6. The claim objections brought forth in the Office action dated 12 May 2006 have 
been successfully addressed by the Applicant in the submitted amendment. Therefore, 
these objections are withdrawn. 

7. Applicant's arguments, see page 1, lines 16-17 of the Response filed 22 June 
2006, with respect to the objection to claim 1 3 for failing to further limit independent 
claim 12 have been fully considered and are persuasive. The objection of claim 13 has 
been withdrawn. 

8. Applicant's arguments filed 22 June 2006 have been fully considered but they are 
not persuasive. With regard to the rejection of claims 9-15 under 35 U.S.C. §1 02(e) 
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using Velez'765, Applicant argues that Velez does not teach a device that includes the 
optional incorporation of a programmable memory into a functioning implantable 
medical device. However, this argument seems to be directed solely at claim 1 and its 
dependent claims, since the invention claimed in claims 9-15 does not require the 
optional incorporation of a programmable memory, but rather a device with the ability to 
detect/confirm either the presence or absence of such a memory. Velez765 does 
disclose such a device as stated in the rejection cited above and for the original reasons 
made of record in the Office action filed 12 May 2006. 

9. Applicant's arguments with respect to claims 1-8 have been considered but are 
moot in view of the new ground(s) of rejection. 

Applicant argues that Velez'765 does not teach in the broadest reasonable 
interpretation a device that includes the optional incorporation of a programmable 
memory into a functioning implantable medical device. However, changing the claim 
language from "exclude" to "does not include" does not by itself necessitate the physical 
removal of the RAM unit from the implanted medical device to consider the RAM to not 
be included. Merely not reading instructions from the RAM unit, as taught in Velez765, 
is still sufficient within a reasonable interpretation of the claim language to constitute 
"not including" the RAM unit. Even though the Velez765 invention does physically 
present both RAM and ROM in both device phases, the exclusion of the RAM unit 
during the second phase with regard to providing operating instructions to the device is 
considered and exclusion of the RAM. 
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In light of Applicant's arguments that Velez'765 teaches that it would be 
undesirable to physically remove the RAM, omission of an element and its function is 
obvious when the function of the element is not desired (Ex parte Wu, 10 USPQ 2031 
(Bd. Pat. App. & Inter. 1989); In re Kuhle, 526 F.2d 553, 188 USPQ 7 (CCPA 1975)). In 
this case, to not include the RAM module in the second product phase, whether by 
physical removal or by not using operating instructions stored within the RAM module 
that is still present, is an obvious expedient when the RAM module and its function are 
not desired. 

Therefore, whether it is considered that to "not include" the RAM in the 
subsequent product model can only be interpreted as meaning the physical removal of 
the RAM from said model, or whether it may also encompass the interpretation that not 
including the instructions stored on the RAM in the subsequent model is sufficient, 
Velez'765 makes a sufficient case of obviousness to reject the claims of the instant 
application. 

Conclusion 

10. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
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TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher A. Flory whose telephone number is (571) 
272-6820. The examiner can normally be reached on M - F 8:30 a.m. to 5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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13 September 2006 



